Food and Drug Administration, HHS

veterinarian for assistance in the diag-
nosis, treatment, and control of para-
sitism.

(2) Turkeys—(i) Amount. 100 milli-
grams per bird up to 12 weeks and 200
milligrams per bird over 12 weeks.

(ii) Indications for use. For removal of
large roundworm (Ascaridia spp.).

(iii) Limitations. For use in drinking
water or feed. Use as sole source of
drinking water. Prepare fresh solution
daily. Use as 1l-day single treatment.
Withdraw 14 days prior to slaughter.
Consult your veterinarian for assist-
ance in the diagnosis, treatment, and
control of parasitism.

(3) Swine—(i) Amount. 50 milligrams
per pound of body weight.

(ii) Indications for use. For removal of
large roundworm (Ascaris suum) and
nodular worms (Oesophagostomum spp.).

(iii) Limitations. For use in drinking
water or feed. Use as sole source of
drinking water. Prepare fresh solution
daily. Use as 1l-day single treatment.
Withdraw 21 days prior to slaughter.
Consult your veterinarian for assist-
ance in the diagnosis, treatment, and
control of parasitism.

[64 FR 23018, Apr. 29, 1999]

§520.1840 Poloxalene.

(a) Specifications. Polyoxypropylene-
polyoxyethylene glycol nonionic block
polymer.

(b) Sponsors. See sponsors in
§510.600(c) of this chapter for use as in
paragraph (d) of this section.

(1) No. 000069 for use as in paragraphs
(d)(1) and (d)(3) of this section.

(2) No. 017800 for use as in paragraph
(d)(4) of this section.

(3) No. 067949 for use as in paragraph
(d)(2) of this section.

(4) No. 066104 for use as in paragraph
(d)(3) of this section.

(c) [Reserved]

(d) Conditions of use. (1) For treat-
ment of legume (alfalfa, clover) bloat
in cattle. Administer as a drench at the
rate of 25 grams for animals up to 500
pounds and 50 grams for animals over
500 pounds of body weight.

(2) For control of legume (alfalfa, clo-
ver) bloat in cattle. Administer, in mo-
lasses block containing 6.6 percent
poloxalene, at the rate of 0.8 oz. of
block (1.5 grams poloxalene) per 100 Ibs.
of body weight per day.

§520.1846

(3) For prevention of legume (alfalfa,
clover) and wheat pasture bloat in cat-
tle. A 53-percent poloxalene top dress-
ing on individual rations of ground
feed. Dosage is 1 gram of poloxalene
per 100 pounds of body weight daily. If
bloating conditions are severe, the dose
is doubled. Treatment should be start-
ed 2 to 3 days before exposure to bloat-
producing conditions. Repeat use of the
drug if animals are exposed to bloat-
producing conditions for more than 12
hours after the last treatment. Do not
exceed the double dose in any 24-hour
period.

(4) For control of legume (alfalfa, clo-
ver) and wheat pasture bloat in cattle.
Administer in molasses block con-
taining 6.6 percent poloxalene, at the
rate of 0.8 ounce of block (1.5 grams of
poloxalene) per 100 pounds of body
weight per day. Provide access to
blocks at least 7 days before exposure
to bloat-producing conditions.

[40 FR 13838, Mar. 27, 1975, as amended at 40
FR 39857, Aug. 29, 1975; 42 FR 41854, Aug. 19,
1977; 50 FR 5385, Feb. 8, 1985; 54 FR 33501, Aug.
15, 1989; 56 FR 50653, Oct. 8, 1991; 58 FR 26523,
May 4, 1993; 60 FR 55659, Nov. 2, 1995; 66 FR
47963, Sept. 17, 2001; 69 FR 62811, Oct. 28, 2004]

§520.1846 Polyoxyethylene (23) lauryl
ether blocks.

(a) Specifications. Each molasses-
based block contains 2.2 percent
polyoxyethylene (23) lauryl ether.

(b) Sponsor. See No. 067949 in
§510.600(c) of this chapter.

(c) Conditions of use—(1) Amount. 2
grams of polyoxyethylene (23) lauryl
ether per 100 kilograms of body weight
per day (1 pound of block per 500 kilo-
gram (1,100 pound) animal per day).

(2) Indications for use. For reduction
of the incidence of bloat (alfalfa and
clover) in pastured cattle.

(3) Limitations. Administer free-
choice to beef cattle and nonlactating
dairy cattle only. Initially, provide one
block per five head of cattle. Start
treatment 10 to 14 days before exposure
to bloat-producing pastures. Do not
allow cattle access to other sources of
salt while being fed this product. Do
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§520.1855

not feed this product to animals with-
out adequate forage/roughage consump-
tion.

[50 FR 48189, Nov. 22, 1985, as amended at 56
FR 9841, Mar. 8, 1991; 69 FR 62811, Oct. 28,
2004]

§520.1855 Ponazuril.

(a) Specifications. Each gram of paste
contains 150 milligrams (mg) ponazuril.

(b) Sponsor. See No. 000859 in
§510.600(c) of this chapter.

(c) Conditions of use in horses—(1)
Amount. 5 mg per Kkilogram body
weight, daily for 28 days.

(2) Indications for use. For the treat-
ment of equine protozoal
myeloencephalitis caused by Sarcocystis
neurona.

(3) Limitations. Not for use in horses
intended for food. Federal law restricts
this drug to use by or on the order of a
licensed veterinarian.

[66 FR 43774, Aug. 21, 2001]

§520.1870 Praziquantel tablets.

(a) Specifications.
tains:

(1) 34 milligrams (mg) praziquantel.

(2) 11.5 or 23 mg praziquantel.

(b) Sponsors. See sponsors in
§510.600(c) of this chapter:

(1) No. 000859 for use of the product
described in paragraph (a)(1) of this
section, as in paragraph (c)(1) of this
section; and for use of the product de-
scribed in paragraph (a)(2) of this sec-
tion, as in paragraph (c)(2) of this sec-
tion.

(2) No. 059130 for use of the product
described in paragraph (a)(1) of this
section, as in paragraph (c)(1) of this
section.

(c) Conditions of use—(1) Dogs—(i)
Amount. 5 pounds (Ib) and under, 1/2
tablet (17 mg); 6 to 10 Ib, 1 tablet (34
mg); 11 to 15 Ib, 1 1/2 tablets (51 mg); 16
to 30 Ib, 2 tablets (68 mg); 31 to 45 Ib, 3
tablets (102 mg); 46 to 60 Ib, 4 tablets
(136 mq); over 60 Ib, 5 tablets maximum
(170 mg). Administer directly by mouth
or crumbled and in feed.

(ii) Indications for use—(A) For re-
moval of canine cestodes Dipylidium
caninum and Taenia pisiformis.

(B) For removal of the canine cestode
Echinococcus granulosus, and for re-

Each tablet con-

21 CFR Ch. | (4-1-05 Edition)

moval and control of the canine
cestode Echinococcus multilocularis.

(iii) Limitations—(A) If labeled only
for use as in paragraph (c)(1)(ii)(A) of
this section: Not intended for use in
puppies less than 4 weeks of age. Con-
sult your veterinarian before admin-
istering tablets to weak or debilitated
animals and for assistance in the diag-
nosis, treatment, and control of para-
sitism.

(B) If labeled for use as in paragraph
(c)(1)(ii)(B) of this section: Federal law
restricts this drug to use by or on the
order of a licensed veterinarian.

(2) Cats—(i) Indications for use. For re-
moval of feline cestodes Dipylidium
caninum and Taenia taeniaeformis.

(ii) Dosage. Cats 4 pounds and under,
11.5 mg; 5 to 11 pounds, 23 mg; over 11
pounds, 34.5 mg.

(iii) Limitations. Administer directly
by mouth or crumbled and in feed. Not
intended for use in Kittens less than 6
weeks of age. For OTC use: Consult
your veterinarian before administering
tablets to weak or debilitated animals,
and for assistance in the diagnosis,
treatment, and control of parasitism.

[46 FR 60570, Dec. 11, 1981, as amended at 47
FR 26377, June 18, 1982; 55 FR 2234, Jan. 23,
1990; 58 FR 7864, Feb. 10, 1993; 58 FR 42853,
Aug. 12, 1993; 68 FR 57351, Oct. 3, 2003; 69 FR
62181, Oct. 25, 2004]

§520.1871 Praziquantel/pyrantel
pamoate tablets.

(a) Specifications. Each cat tablet con-
tains 18.2 milligrams (mg) praziquantel
with 72.6 mg pyrantel (as pyrantel
pamoate).

(b) Sponsor. See 000859 in §510.600(c) of
this chapter.

(c) Conditions of use—(1) Cats—(i) Dos-
age. 1.5 to 1.9 pounds, 1/4 tablet; 2 to 3
pounds, 1/2 tablet; 4 to 8 pounds, 1 tab-
let; 9 to 12 pounds, 1 1/2 tablets; 13 to 16
pounds, 2 tablets.

(ii) Indications for use. For removal of
tapeworms (Dipylidium caninum and
Taenia taeniaeformis), hookworms
(Ancylostoma tubaeforme), and large
roundworms (Toxocara cati) in cats and
kittens.

(iii) Limitations. Not for use in kit-
tens less than 1 month of age or weigh-
ing less than 1.5 pounds. May be given
directly by mouth or in a small
amount of food. Do not withhold food
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